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DETAILED ACTION 

The response filed January 1, 2007 presents remarks and arguments 
submitted to the office action mailed July 27, 2006 is acknowledged. 

Applicant's arguments over the 35 U.S.C. 103 (a) rejection of claims 1-7 
over Ninomiya et al. (US Pat. No. 4,695,568 -IDS), in view of Davies et al. (US 
Pat. No. 6,008227) is persuasive. Therefore, the rejection is withdrawn. 

Since Applicant has not put forth any arguments against the 35 USC 101 
(Statutory Double Patenting Rejection) of claims 1-7 over copending application 
no. 10/617847 the rejection is maintained. 

The following new rejections are made: 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ninomiya et al. (US Pat. No. 4,695,568 -IDS), in view of Mclnally et al. 
(PCT/SE98/00641 English equivalent US Pat. No. 6Ml§g ). 

Ninomiya et al. teaches a 4-(2-Flourophenyl)-6-methyl-2-(1- 
piperazinyl)thieno[2,3-D]pyrimidine monohydrate hydrochloride in treatment of 
various depressions (see abstract; column 4, lines 9-11). 
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Ninomiya et al. fails to teach the treatment of irritable bowel syndrome. 

Mclnally et al. teaches especially preferred embodiments are where the 
compound of formula (I) is a thieno[2,3-d]pyrimidine or a thieno[3,2-d]pyrimidine 
(columsn 3, line 13-15). The compounds "are indicated for use in the treatment 
of inflammatory conditions in mammals, including man. Conditions that may be 
specifically mentioned" are inclusive of osteoarthritis, rheumatoid arthritis, 
rheumatoid spondylitis, gouty arthritis and other arthritic conditions, inflamed 
joints, pain, acute or persistent inflammatory or neuropathic pain or pain of a 
central origin (nociceptive or neuropathic), conditions of the gastrointestinal tract 
such as irritable bowel syndrome (column 8, line 23-25, 38, and 40-45), and 
depression (column 9 line 8 and 9). 

Therefore, it would have been obvious to one of ordinary skill in the art to 
use the identical compound in treating irritable bowel syndrome. The motivation 
to use 4-(2-Flourophenyl)-6-methyl-2-(1-piperazinyl)thieno[2,3-D]pyrimidine to 
treat irritable bowel syndrome is because the teachings in Mclnally et al. that 
analogues of thieno[2,3-d]pyrimidine compounds are indicated for use in the 
treatment of inflammatory conditions in mammals, including man. Conditions that 
may be specifically mentioned are inclusive of conditions of the gastrointestinal 
tract such as irritable bowel syndrome (column 8, line 23-25, 38, and 40-45) ), 
and depression (column 9 line 8 and 9). The skilled artisan would have 
reasonable expectation of successfully treating irritable bowel syndrome using 
the drug 4-(2-Flourophenyl)-6-methyl-2-(1 -piperazinyl)thieno[2,3-D]pyrimidine. 
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Additionally, because the reference teaches the genus irritable bowel 
syndrome, the species diarrhea-predominant irritable bowel syndrome, 
alternating constipation/diarrhea irritable bowel syndrome, and constipation- 
predominant irritable bowel syndrome of claims 8, 10, and 11 are rendered 
obvious by the teachings of the prior art. The reference teaches patients in 
general, therefore, the limitation of claim 9, "wherein the patient is female" is 
rendered obvious by the prior art. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds 
its support in the language of 35 U.S.C. 101 which states that "whoever invents 
or discovers any new and useful process ... may obtain a patent therefor ..." 
(Emphasis added). Thus, the term "same invention," in this context, means an 
invention drawn to identical subject matter. See Miller v. Eagle Mfg. Co., 151 
U.S. 186 (1894); In re Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and 
In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be 
overcome by canceling or amending the conflicting claims so they are no longer 
coextensive in scope. The filing of a terminal disclaimer cannot overcome a 
double patenting rejection based upon 35 U.S.C. 101. 

Claims 1-7 are provisionally rejected under 35 U.S.C. 101 as claiming the 

same invention as that of claims 5-11 of copending Application No. 10/617847. 

This is a provisional double patenting rejection since the conflicting claims have 

not in fact been patented. 



Response to Arguments 

Applicant's arguments January 1, 2007 have been fully considered but 
they are not persuasive for the reasons set forth below. 
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Applicant's arguments regarding the Ninomiya et al. reference provides no 
basis for concluding 4-(2-Flourophenyl)-6-methyl-2-(1 -piperazinyl)thieno[2,3- 
DJpyrimidine monohydrate hydrochloride is an effective anti-depressant is not 
persuasive. In particular, claims 17 and 18 are drawn to the pharmaceutical for 
improving the depressive conditions and/or dysfunction of the brain. However 
the arguments with respect to the Davies et al. (US Pat. No. 6,008227) have 
been considered and are persuasive. In view of the new ground(s) of rejection 
the applicant's arguments are moot. 

The 35 U.S.C. 101 rejection over U.S. Patent Application No. 10/617847 will 
be withdrawn upon either the cancellation or amendment of claims in application 
10/617847. 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Layla Soroush whose telephone number is 
(571)272-5008. The examiner can normally be reached on Monday through 
Friday from 8:30 a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Sreenivasan Padmanabhan, can be reached on (571) 
272-0629. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
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for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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